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Claims 25-53 have been examined. 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 49-53 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 

3. Claim 49 recites the limitation of "generating a report based on the querying step" where 
the report identifies "any" of each item listed in (a) through (h). It is unclear whether the report 
must include at least one piece of identifying information from items (a) though (h) or whether 
the report may include zero pieces of identifying information from any or all of items (a) through 
(h). For example, it is unclear whether the generated report must include at least one dosage 
irregularity (item (c)) or if the generated report may not include any dosage irregularities if not 
present for the patient. For Examination purposes, the Examiner will interpret the claim as 
generating a report that includes at least one of items (a) through (h). 

4. Claims 50-53 contain the same deficiencies as claim 49 through dependency and, as 
such, are rejected for the same reasons. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

6. Claims are rejected under 35 U.S.C. 102(e) as being anticipated by Mayaud, U.S. Patent 
No. 5,845,255. 

7. As per claim 25, Mayaud teaches a method of managing pharmaceutical care of a 
patient comprising the steps of: providing drug data for a plurality of drugs in a clinical database, 
each drug having associated therewith a unique identifier comprising a first order representing a 
therapeutic class of the drug, a second order representing a therapeutic subclass of the drug, 
and a third order representing the drug (see column 37, lines 32-49); providing patient data for a 
plurality of patients in a patient database, the patient data comprising disease states and 
allergies for each respective patient (see column 19, lines 17-24); adding to the patient 
database data representing a therapy regimen of a patient, the therapy regimen comprising at 
least one prescribed drug, a frequency per day for each respective prescribed drug, a daily 
dosage for each respective prescribed drug, a date of last dispensing for each respective 
prescribed drug, a quantity of drug dispensed for each date of last dispensing for each 
respective prescribe drug, a quantity of drug remaining for each respective prescribed drug, and 
a compliance percentage (see column 28, lines 54-62); generating a plurality of progress 
reports for a patient, each progress report being generated at a different time (see column 21 , 
lines 42-52); comparing a progress report with a plurality of monitoring parameters (see column 
21 , lines 53-55); and modifying the therapy regimen for a patient based upon the comparison of 
a progress report for the patient with the plurality of monitoring parameters (see column 21 , 
lines 55-64). 

8. As per claim 26, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches comparing a first progress report with a second progress report, the first 
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progress report being generated earlier in time than the second progress report (see column 21 , 
lines 53-55); and modifying the therapy regimen for the patient based upon the comparison of 
the first and second progress reports (see column 21 , lines 55-64). 

9. As per claim 27, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches each unique identifier comprises a plurality of additional orders corresponding to 
additional information for the drug (see column 26, lines 39-45). 

10. As per claim 28, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches each unique identifier is linked to one or more disease states identified by an 
ICD9 (see Figure 7, in addition to linking drugs to disease states, it is well known in the art that 
these disease states have corresponding ICD9 identifiers). 

11. As per claim 29, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches documenting pharmacist interventions with me patient, wherein the pharmacist 
interventions comprise clinical interventions, patient-educational interventions, and patient 
compliance interventions (See column 15, lines 59-61, note that all transactions are 
documented). 

12. As per claim 30, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches constructing a therapy plan for the patient based upon an evaluation of the 
therapy regimen, the therapy plan comprising at least one medical problem, at least one 
medical- related goal, at least one course of therapy, and a plurality of monitoring parameters 
(see column 27, lines 7-12). 

1 3. As per claim 32, Mayaud teaches the method of claim 25 as described above. Mayaud 
further teaches producing a printed report comprising information from the patient database 
(see column 39. lines 28-30). 
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14. Claims 33-36 recite substantially similar system limitations to those already addressed in 
method claims 25-28 and, as such, are rejected for similar reasons as given above. 

1 5. As per claim 37, Mayaud teaches the system of claim 33 as described above. Mayaud 
further teaches each unique identifier comprises a plurality of characters, the plurality of 
characters having a first set of characters corresponding to the first order, a second set of 
characters corresponding to the second order, and a third set of characters corresponding to the 
third order (see Figure 8). 

1 6. As per claim 38, Mayaud teaches the system of claim 37 as described above. Mayaud 
further teaches each unique identifier comprises at least eight characters (see Figure 8, note 
that, at least in some embodiments, a particular group of identifiers would comprise at least 
eight characters). 

17. As per claim 39, Mayaud teaches the system of claim 33 as described above. Mayaud 
further teaches an integrated database, wherein the clinical database and patient database are 
maintained within the integrated database (see column 47, lines 29-46). 

1 8. As per claim 40, Mayaud teaches the system of claim 33 as described above. Mayaud 
further teaches each therapeutic class of a drug identifies indications, contraindications, 
recommended dosages, adverse reactions, and drug-drug interactions for the drug (see column 
14, lines 20-24). 

1 9. As per claim 41 , Mayaud teaches the system of claim 33 as described above. Mayaud 
further teaches each therapeutic class comprises therapeutically-related drugs usable for 
comparable indications (see Figure 8). 

20. As per claim 42, Mayaud teaches the system of claim 33 as described above. Mayaud 
further teaches the therapy regimen data comprises a compliance percentage for a drug (see 
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column 28, lines 30-37, the Examiner notes that the recited formula equates to an amount of 
drug actually taken versus an amount prescribed which is what is reported on in Mayaud). 

21 . Claims 43-45 and 47 recite substantially similar limitations to those already addressed in 
claims 25, 33-34, 40, and 42 and, as such, are rejected for similar reasons as given above. 

22. As per claim 46, Mayaud teaches the method of claim 44 as described above. Mayaud 
further teaches each therapeutic class comprises therapeutically-related drugs usable for 
comparable indications, and the method further comprises: comparing a prescribed drug in the 
therapy regimen with other prescribed drugs to identify prescribed dnjgs belonging to the same 
therapeutic class; and notifying a user if more than one prescribed drug in the same therapeutic 
class is present in the therapeutic regimen (see Figure 8, this display "notifies" the user by 
displaying the drugs in the same therapeutic class). 

23. As per claim 48, Mayaud teaches the method of claim 43 as described above. Mayaud 
further teaches retrieving the indications and contraindications for a drug by reference to the 
unique identifier linked to that drug (see column 40, lines 20-37). 

24. As per claim 49, Mayaud teaches a method of managing the pharmaceutical care of a 
patient using one or more software-accessible databases comprising the steps of: updating a 
patient database with a drug therapy regimen for the patient, the drug therapy regiment 
comprising an indication of each drug prescribed to the patient, a frequency per day for each 
drug, and a daily dosage for each drug (see column 26, lines 1 1-20); updating the patient 
database with patient data, the patient data comprising disease states and allergies for the 
patient (see column 19, lines 24-30); querying a clinical database with the drug therapy regimen 
and patient data (see column 31, lines 19-24); and generating a report based on the querying 
step, the report identifying at least one piece of information from the items listed in (a) through 
(h)(see column 19-63). 
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25. As per claim 50, IVIayaud teaches the method of claim 49 as described above. Mayaud 
further teaches the report identifies the following additional infomiation for each patient: (1) 
information regarding use or efficacy of any of the prescribed drugs (see column 32, lines 19- 
22); and G) information regarding patient compliance (see column 28, lines 5-14). 

26. As per claim 51 , Mayaud teaches the method of claim 49 as described above. Mayaud 
further teaches the report identifies the following additional information for each patient: (k) 
information regarding an assessment of the educational needs of the patient (see column 30, 
lines 11-16, it is noted that some level of assessment of educational needs of the patient is 
required to determine who is a more needy patient requiring a dosing indicator device); and 
information regarding the financial circumstances of the patient (see column 15, lines 48-51, 
note that drug benefit status and insurance coverage are forms of financial circumstances). 

27. As per claim 52, Mayaud teaches the method of claim 49 as described above. Mayaud 
further teaches the drug therapy regimen for the patient comprises a plurality of drugs 
prescribed by more than one physician (see column 25, lines 5-14). 

28. As per claim 53, Mayaud teaches the method of claim 49 as described above. Mayaud 
further teaches modifying the drug therapy regimen based on the report (see column 32, lines 5- 
13). 

Claim Rejections - 35 USC § 103 

29. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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30. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayaud, U.S. 
Patent No. 5,845,255 in view of Sillen etaL, U.S. Patent No. 5,672,154. 

31 . As per claim 31 , Mayaud teaches the method of claim 30 as described above. Mayaud 
does not explicitly teach the recited survey steps of claim 31 . Sillen teaches a method for 
improving patient pharmaceutical care that includes the steps of analyzing a plurality fo surveys 
submitted by a patient, wherein each answer in a survey is assigned a numerical value, to 
derive a plurality of results for each survey (see column 3, lines 3-9 and liens 13-20); indexing 
each survey by date of completion (see column 3, liens 10-12); graphically displaying the results 
of the surveys, wherein the plurality of surveys is displayed simultaneously (see column 2, lines 
58-65); and modifying the therapy plan based upon the results of the surveys (see column 3, 
line 65 - column 4, line 10). It would have been obvious to one of ordinary skill in the art at the 
time of the Invention to incorporate this feature into the system of Mayaud. One of ordinary skill 
in the art would have been motivated to incorporate this feature for the purpose of improving the 
health states of patients with complicated diseases (see column 2, liens 22-26). 

Conclusion 

32. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Luke Gilligan whose telephone number is (571 ) 272-6770. The examiner 
can normally be reached on Monday-Friday 8am-5:30pm. 

33. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on (571 ) 272-6776. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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34. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status infonnation for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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CLukeGilligan 
Patent Examiner 
Art Unit 3626 



